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DETAILED ACTION 

1 . Applicant's amendment, filed 2/25/03 (Paper No. 32), has been entered. 
Claims 24 and 28 have been amended. 

Claims 1-12, 15, 21 , 23-25, 27, 28, 30-36, 38-40, 46 and 64-76 are being considered as the elected 
invention. 

Claims 41-45, 47,48, 51-63 have been withdrawn from consideration by the examiner 37 CFR 1.142(b), 
as being drawn to nonelected invention and/or species 

Claims 13-14, 16-20, 22, 26, 29, 37 and 49-50 have been canceled previously 

2. Given applicant's amendment and arguments, filed 2/25/03 (Paper No. 32); the claimed "3D1" and 
"H2F", "III2R" antibodies refer to the antibodies corresponding to the sequences disclosed and cited in the 
specification. The claimed "3D1", "H2F" and "III2R" antibodies are limited to those sequences disclosed 
and cited in the specification. Accordingly, the previous rejections under 35 USC 112, first and second 
paragraphs, with respect to the claimed recitation of "3D1" and "H2F", "III2R" antibodies have been 
withdrawn. 

Applicant's amendment of the specification to recited the nucleic acid and amino acid sequences of the 
III2R (SEQ ID NOS: 25, 27, 29, 31) and H2F (SEQ ID NOS: 26, 28, 30, 31) variable domains as disclosed 
in Manheimer-Lory, J. Exp. Med. 174: 1639 (1991). 

For the record, applicant is invited to clearly state which SEQ ID NOS. correspond to the 3D1 antibody, 
set forth in the claims. 

3. Given the lack of sufficient motivation in the prior art to employ the framework of the III2R or H2F 
antibodies in the claimed B7-2-specific antibodies in view of applicant's arguments, filed 2/25/03 (Paper 
No. 32), the previous rejection under 35 U.S.C. § 103 has been withdrawn. 

4. The following is a quotation of the first paragraph of 35 U.S.C. § 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor of carrying out his 
invention. 
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5. Claims 24, 28 and 64-67 are rejected under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for the isolated nucleic acids comprising SEQ ID NO: 7, SEQ ID NO: 5 or does not 
reasonably provide enablement for any "a nucleotide sequence encoding the amino acid sequence of SEQ 
ID NO: 8 M (e.g. see claim 24 and dependent claims thereof), "a nucleotide sequence encoding the amino 
acid sequence of SEQ ID NO: 6" (e.g., see claim 28 and dependent claims thereof), "nucleic acid of a 
nucleic acid molecule that is substantially identical to claims 24/28 (a)(b)(d) (e.g. see claim 24 and 
dependent claims thereof), a nucleotide sequence which is the complement of the nucleotide sequences 
according to claims 24/28 (a)(b) (e.g. see claim 28 and dependent claims thereof). 

The specification does not enable any person skilled in the art to which it pertains, or with which it is 
most clearly connected, to use the invention commensurate in scope with these claims. 

Given the absence of functional language that the nucleic acids encode an antibody or immunoglobulin 
that binds B7-2 or contribute to an antibody or immunoglobulin that binds B7-2 in the instant claims, 
applicant has not provided sufficient direction and guidance as to how the skilled artisan can use the 
claimed nucleic acids. 

In the absence of functional characteristics of nucleic acids encoding B7-2 binding antibodies or 
immunoglobulins or contributing to an antibody or immunoglobulin that binds B7-2 that are shared by 
members of the genus of nucleic acids and vectors and host cells that comprise said nucleic acids) 
encompassed by the claims, one of skill in the art would reasonably conclude that the disclosure fails to 
provide a representative number of species to enable the genus. 

Reasonable correlation must exist between the scope of the claims and scope of enablement set forth. 
Without sufficient guidance, using the claimed nucleic acids, vectors and host cells encompassed by the 
claims other than nucleic acids that encode a functional B7-2-specific antibody or immunoglobulin or 
contribute to a functional B7-2-specific antibody or immunoglobulin would be unpredictable and the 
experimentation left to those skilled in the art is unnecessarily, and improperly, extensive and undue 

6. Claims 30-35, 40 and 75 are rejected under 35 U.S.C. 112, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention 

The claims recite a "fused gene" (vectors and host cells). 

The instant specification discloses that "the gene comprises a nucleotide sequence encoding a CDR 
derived from a light and/or heavy chain of a nonhuman antibody having binding specificity for B7-2 and a 
framework derived from a light and/or heavy chain of a human origin" (see page 4, paragraph 2 of the 
specification). 
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According to Genes IV (Lewin et al, Oxford University Press, page 810, 1990), a gene is defined as "the 
segment of DNA involved in producing a polypeptide chain; it includes regions preceding and following the 
coding regions (leader and trailer) as well as intervening sequences (introns) between individual coding 
segments (exons). 

Since the claims recite "a fused gene", there is insufficient direction and guidance in the specification on 
how to make and use all of the elements, including the regulatory elements associated with the claimed 
"fused gene". 

For example, immunoglobulin genes comprise various variable and constant region gene elements. In 
addition, immunoglobulins can be regulated at levels of mRNA transcription, processing, transport stability 
and translation. 

However, there is insufficient direction and guidance as to the nature and characteristics of the claimed 
"fused gene", including the lack of guidance and direction on how to make and use various gene elements 
other than CDR and framework nucleic acids to make an antibody or immunoglobulin that binds B7-2. 

Further, there is insufficient direction and guidance on how to make and use those "nucleic acids" that 
are derived from a "CDR" or "light and/or heavy chain". . Also, the invention could embrace any 
substitution, insertion or deletion change of nucleotides throughout the entire stretch of nucleotides found 
in the reference sequence, which may or may not contribute to an antibody or immunoglobulin that binds 
B7-2. The instant disclosure has not enabled a sufficient number of species to support the genus of 
"derived" sequences. 

The specification dos not provide a sufficient enabling description of the claimed invention. A person of 
skill in the art is not enabled to make and use "a fused gene" as recited in the claims. A person of skill in 
the art would not know which gene elements or sequences are essential, which gene elements or 
sequences are non-essential in making and using "a fused gene" that produces an antibody or 
immunoglobulin that binds B7-2. There is insufficient guidance based on the limited disclosure of "a fused 
gene" in the specification as filed, including very limited information what constitutes "a fused gene" in the 
specification as filed, to direct a person of skill in the art to select particular gene elements or sequences as 
essential for making and using an antibody or immunoglobulin that binds B7-2. In addition, a person of 
skill in the art could not predict which particular gene elements or sequences would be essential and could 
be used in making a functional antibody or immunoglobulin that binds B7-2. 

Reasonable correlation must exist between the scope of the claims and scope of enablement set forth. 
Without sufficient guidance, making and using "a fused gene" (and vectors and host cells) that would 
encode an antibody or immunoglobulin that would bind B7-2 would be unpredictable and the 
experimentation left to those skilled in the art is unnecessarily, and improperly, extensive and undue 
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7. The following written description rejection is set forth herein. 

Claims 30-35, 40 and 75 are rejected under 35 U.S.C. 112, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventors, at the time the application was filed, had possession of the claimed 
invention. 

The claims recite a "fused gene" (vector and host cells). 

The instant specification discloses that "the gene comprises a nucleotide sequence encoding a CDR 
derived from a light and/or heavy chain of a nonhuman antibody having binding specificity for B7-2 and a 
framework derived from a light and/or heavy chain of a human origin" (see page 4, paragraph 2 of the 
specification). 

According to Genes IV (Lewin et al, Oxford University Press, page 810, 1990), a gene is defined as "the 
segment of DNA involved in producing a polypeptide chain; it includes regions preceding and following the 
coding regions (leader and trailer) as well as intervening sequences (introns) between individual coding 
segments (exons). 

Since the claims recite "a fused gene", there is insufficient written description for all of the elements, 
including the regulatory elements associated with the claimed "fused gene". 

For example, immunoglobulin genes comprise various variable and constant region gene elements. In 
addition, immunoglobulins can be regulated at levels of mRNA transcription, processing, transport stability 
and translation. 

However, there is insufficient written description as to nature and characteristics of the claimed "fused 
gene", including the lack of written description of gene elements other than CDR and framework nucleic 
acids. 

There is insufficient written description of the sites or elements at which variability may be tolerated and 
there is insufficient information regarding the relation of structure to function, particularly as it applies to an 
antibody or immunoglobulin that binds B7-2. 

Further, there is insufficient written description with respect to those "nucleic acids" that are derived 
from a "CDR" or "light and/or heavy chain". There is insufficient written description of a sufficient number of 
species to support the genus of "derived" sequences. Also, the invention could embrace any substitution, 
insertion or deletion change of nucleotides throughout the entire stretch of nucleotides found in the 
reference sequence, which may or may not contribute to an antibody or immunoglobulin that binds B7-2. 
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Since the disclosure fails to describe the common attributes or characteristics that identify members of 
the genuses of "fused genes" and "derived" sequences , and because the genus is highly variant, the 
disclosure of specific nucleotide sequences and the ability to screen, is insufficient to describe the 
genuses. One of skill in the art would reasonably conclude that the disclosure fails to provide a 
representative number of species to describe and enable the genuses as broadly claimed. 

Vas-Cath Inc. v. Mahurkar . 1 9 USPQ2d 1111, makes clear that "applicant must convey with reasonable 
clarity to those skilled in the art that, as of the filing date sought, he or she was in possession of the 
invention. The invention is, for purposes of the 'written description' inquiry, whatever is now claimed." 
(See page 1117.) The specification does not "clearly allow persons of ordinary skill in the art to recognize 
that [he or she] invented what is claimed." (See Vas-Cath at page 1116.) 

The skilled artisan cannot envision the detailed chemical structure of the encompassed polynucleotides 
(proteins) and therefore conception is not achieved until reduction to practice has occurred, regardless of 
the complexity or simplicity of the method of isolation. Adequate written description requires more than a 
mere statement that it is part of the invention and reference to a potential method for isolating it. The 
nucleic acid itself is required. See Fiers v. Revel . 25 USPQ2d 1601 , 1606 (CAFC 1993) and Amgen Inc. 
V. Chugai Pharmaceutical Co. Ltd. . 18 USPQ2d 1016. 

One cannot describe what one has not conceived. See Fiddes v. Baird . 30 USPQ2d 1481, 1483. In 
Fiddes v. Baird . claims directed to mammalian FGF's were found unpatentable due to lack of written 
description for the broad class. The specification provided only the bovine sequence. 
Thus, the specification fails to describe these DNA sequences. The Court further elaborated that generic 
statements are not an adequate written description of the genus because it does not distinguish the 
claimed genus from others, except by function. Finally, the Court indicated that while applicants are not 
required to disclose every species encompassed within a genus, the description of a genus is achieved by 
the recitation of a representative number of DNA molecules, defined by nucleotide sequence, falling within 
the scope of the genus, See The Regents of the University of California v. Eli Lilly and Company . 43 
USPQ2d 1398, 1406 (Fed. Cir. 1997). 

Therefore, there is insufficient written description with respect to the "fused genes" (vectors 
and host cells) encompassed by the claimed invention which meets the written description provision of 35 
USC 11 2, first paragraph. 

Applicant is directed to the Guidelines for the Examination of Patent Applications Under the 35 U.S.C. 
112, \ 1 "Written Description" Requirement, Federal Register, Vol. 66, No. 4, pages 1099-1111, Friday 
Januarys, 2001. 



Applicant is reminded that Vas-Cath makes clear that the written description provision of 35 USC 1 1 2 is 
severable from its enablement provision. (See page 1115. 
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8. Claim 25, line 4 is objected because "muring" should be "murine". 

9. Claim 1-12, 15, 21, 23, 25, 27, 36, 38, 39, 46, 68-74 and 76 are considered allowable. 

10. Any inquiry concerning this communication or earlier communications from the examiner should be 
directed to Phillip Gambel whose telephone number is (703) 308-3997. The examiner can normally be 
reached Monday through Thursday from 7:30 am to 6:00 pm. A message may be left on the examiner's 
voice mail service. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Chan can be reached on (703) 308-3973. Any inquiry of a general nature or relating 
to the status of this application should be directed to the Technology Center 1600 receptionist whose 
telephone number is (703) 308-0196. 

Papers related to this application may be submitted to Technology Center 1600 by facsimile 
transmission. Papers should be faxed to Technology Center 1600 via the PTO Fax Center located in 
Crystal Mall 1 . The faxing of such papers must conform with the notice published in the Official Gazette, 
1096 OG 30 (November 15, 1989). The CM1 Fax Center telephone number is (703) 872-9306. 

Phillip Gambel, Ph.D. 
Primary Examiner 
Technology Center 1600 
August 18, 2003 



